[Standardization, control and approval of surgical implants in Europe].
The "new approach" policy limits the European Community legislative harmonization to adopting essential safety requirements which medical devices brought on the market will have to meet, and thereafter obtaining free trade in the European market. A set of harmonized standards will explain in detail what the essential requirements mean in practice. Therefore, the work being done on standards for surgical implants by the European Committee for Standardization (CEN) is indispensable. The impact of the "New Approach" on the Norwegian legislation is discussed, and it is concluded that the Committee for Single-Use Medical Devices, which registers all surgical implants prior to marketing in Norway, will have to close down in 1995.